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lklr M ike &xl Louisa: 

We understand that within sixty days of the Food Advisory Com m & ee’s issuance 
of its recom m endations, the CeQter,for, Food Safety a6d Ap&& N&it&&~1 &ipiy 
you with its conc1ukion.s. As stated in our letter of June:4,2004, && $el&c CFSQT _( 
erred by issuing tentative conclusions in ‘advance of the-m eeting. We also believe the 
questions posed to the panel reveal a pronounced bias,against allowance of the cl&rns and 
a position inconsistent with the Firs! &nendr&nt stand&g ihat gove&FfiA &&at&n 
of health claims . We fiu-&g l~~~~~vg,.f&~~~&y m e&&~ of the FAC, seie&zie, 6y Cl?%&% 
and CDER, had conf&tS’ bf m terest and were biased,’ %&ng&& $ie&ons plain error 
and FAC reliance upon them  m istaken. _. 

In particular, the first question posed to the panel asked whether joint I ” 
degeneration and cartilage deterioration were ‘?nodifliable ri~Efatior&tirrogate : _ ;n : WV  5, f *;t ~ 3 J *  :-i’ 
endpoints” for osteoarthritis risk rechrction? That questron &arn&‘~&?&&re ih unduly 
narrow terms . So long as there is credible evidence that consum ption of glucos&nine and 
chondroitin sulfate does affect the t&u6 in question in ‘a’&& that m ay reduce 
osteoarthritis risk, it does not m atter whether them  has been a definitive $e@ m ingion as 
to whether joint degeneration or-&&age deterioration have been four& or ‘are generally 
recognized, as m odifiable risk factors or surrogate endpoints within FDA’s defii;itio6 of 
those terms . Despite repeated urging from  CRUN’ .$fc the panel a&&a &a; to “have 
understood the agency’s m ea@ng of those terms  and, ix&&I, appears to have un&r&ood “, 
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the terms in a manner consistent with the First Amen$ment standard.. That is, ehe panel appeared to acceFt that if an int&e*tion &..ected ~y--~-&w+-~~& ‘.~~~would 
_.. r,w 3,“? ._. T-1, necessarily affect the risk of osteoarthritis and, so, v&ed “in f&or of that proposiCi&. 

. 1 
The second and third questions ask whethq ifjoint degeneration &XI cartilage 

detetioration are assumed to be modifiable risk fb.ctors or stiogate endpoints for 
osteotitis, and if a dietary substance operates in a drug-Iik&Ti$$i$(i';e.~ tr&ats, 
mitigates, or slows degeneration or deterioration), it Gould be “sci&t&cally valid” to use 
thar treatment evidence to suggest a reduced osteoa$,+is risk in %fie general population. 
There are several problems with those questions. They e&&e& ‘tik &S”ljanel “to” ’ 
consider the dietary substance to be the equivalent ofa drug. It ‘is t&e$&je etitir&j _’ 
unsuxpxishg that the panel engiged’ in extensive colloquy on the extent to w&h proof 
existed to a near certain degree that cho@oi$n sulf;itk ‘~d’&%.&&e ~$&ented 
osteoarthritis in healthy indiiiduais. Extrapol‘ation &$m’$he &i&!~t.&Is to the 
prevention context depends upon the standard for revigw. Proof to a near certain ae&ee 
is not the standard for assesstig dietary supplement claims; credible evidence i’s The’ 
panel did not evaluate the evidence un<er-the proper standarc$~,T$$anej: $z& nev$ 
imbrueted by FDA of that standard. While tiormed tb%$y were’not ev$uating a d.rug, tiey wexe n*t pold thaf iFmy ~edible’.~~~~~~~~~~~~~~~support de ktim, that etidence 

should be identified as such. and’& eschewed as undeservitig qf c,o&de&ion due to ,*\,“. :‘p <,sw I _.s* 2’ _\ 
inconclusiveness. Credible evidence permits logical idferences. togrc dictates that a 

-~ 

substance known by clinical trial &den&, in vitro e~$%&~~~d”&&@ studies to build 
cartilage matrix will necessarily reduce I-$ of osteoarttitis be&use that co~n@~n~on is 
defined as a progressive loss of.th~t +-tilage resu.l&~‘6hmi~tely’m ‘ebn&&on. The 
panel members were not told &at even prelimiaw”tid inconclusive evidence could 
support a health claim so long as a disclaimer to the c&m c&.ld.b~ @$xxJ to~,avo@ a 
misleading connotation. Consequently, while it is e+tifely IbgiZJl to extrapolate”&om 
evidence revealing cartilage matrix const~ctjon in&eased pOpulatiOns co&u.mi$ ’ 
chondroitin sulfate and gl&osan&e (including those m i!h& ea$&$ ~&@s~‘~&&e~ 
prediagnostic, and those followed tie treagent,ces&$on) an& froth the in $6&a& 
animal data, the panel’found that &i$g so would be inconsistent &it& the level of proof ,_ . %:A i,&l,g&~,; 7W”,c%%, *f&p ..*w1 v*$,..;~z:~3nr they believed to be needed to establish a scientifidafly ‘%ahd 
the general healthy population. 

proof ofe&ecti.veness in 
The panel thus did not perform ‘its func&on’m a &er *,/ 7 .,; ,,,~u,,.~ -&,<ytpw& _i ,+wir -\. I ; ‘: 

consistent with the First Amendment standard appI&Yi:o t%s agene’S health clziim 
* 

reviews. It never answered whether cre@le evidence existed to support the claims. It 
never considered whether any c&n couJd be ~niade,tr$h@ly if properly disclaimed. It 
instead determined whether proof existed to a near cert%n degree not to supp&t the 
claims but to support use of glucosamine and chondroitm &l”te as &gs in the 
prev~tion and treatment Of osteoarthritis. ‘That asse~~~~~i:I~‘~~~.~~~g one. 

The f0u.h question is likewise skewed. It asks the pane1 to consider animal a@, h vitro dti alone md to, aSSeSS whe&er it ~‘demom&t~[sj ~$~i~~&&~~&~i’P& “I_)’ 
humans.” The panel shotild have consid&d the totality of the evid&ce~ not a subset, for 
any ultimate determination. The panel was not instfkt&i t&i i~~&&,f cg]y &t&&&e 
whether the evidence was credible. Instead, it was aske$ to assess whether t$e evidence ,_ .j 



A conflict of interest can develop without there being a direo~&&rt&nai;le 
pecuniary interest to an employee. Actions that resnlt in’d f&a$&$b&,$$to ‘a spouse, 
partner or orgakatiosl, or the maintenance of one’s oGticz~~$:,or~fu~e position may 
rise to the level of bias or impartiality. For example, w&re a decision is &de or actiog 
taken to preserve future fund_ing, guarantee future employment or pL&Gto&s’d&t 
staeus and financial $kition, a conflict o$inierest may exist, a&d ?ction should bc.taken 
to eliminate its eff&s. 
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suasion over all other m embers leads one to con&de that ‘there existed a, conflict of -interest that affected *e outcsm e ofthe ‘Fobd ~-&Lib+ csq”.“-;“-;A$ c;~J;~eg&$ ;;i;‘+ 

scientific evidence concerning GJueo$ur&e and (%&I&in ~ul%&‘and;s relatlo&‘bip 
to osteoarthritk A  rmmber of the com $@ee’s m e~$$%h&~‘rece&ed funding f?o& I ,,;.. 2:. ‘” ::p&:. _” _ /_- / >. I 
organization%  and corporations having aims  that differ slgnrficantly &n”those of the %~ ,:x3 
Petitioner, V /eider Nutritioji I&&atiorkl~Inc. ” : “. .“_,. ,I pl, 

should have been’excluded’friim  cou&it&em embership. 

Additionally, a num ber of the tem porary 
are currently receiving 
S teven Abramson, M . Rheum atolo~, and‘b 

p~cipanes in a foLour 

osteoarthritis throu syloviaI tissue. 

which have rese over ehe nexe 6ve yearsI 

Abramson and Felson because to answer any of the questions posed kfSrk%.ively tiould’ ‘__ ‘. . ” ” 
cause them  to adm it that som e of their research into.~e~~~iistexke “of b~o&&rs haa been 
effectively answered in prior published studies, thus c’silhng into que&on at ieast som e of 
the bases for governm ent fk@ ing of the studie& ~Y@.%y”&~~have s d&t -j&d sub&.&i 
interest in finding all questions poked unanswered until their own NfIx srldy~i4 ‘.” ’ ‘- ’ ;,. 1 #‘:. 7, +-.,,’ ““-;-;,“:;>s *r$ :$<3,&s*,+%c3.~ 
com pleted. The conflict is obvious and substantial. ,!lJ+rr partlcrpatroti ti (and their 
scientific and financial com m itm ent to) ‘the study, for &is and other re&ori~,~ reveals bias : .- 

, .  
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Glucosam ine m ay reduce the iisk of joint-related pain. 
Ghondroitin sulfate m ay redude.t.he risk of jofnt-ieia&I $n. ’ ‘/ ‘” 1 ’ ” 

_, “_. 

Glucosam ine and chondroitin sulfate m ;ly reduce thti’risk ofjoint-related pain. .- 

The evidence of pain reduction in the record is subs&& ‘&d foiX&& %&d$ iorn‘* (. ./ -1 X I biV “. 
proof of construction of cartilage I?&I%; .‘Weiaer $60 @ I&$~& ‘p’f)A  with a 

_ /, 

supplem ental scientific evaluation of the existing evid&c on & I& @xi~‘6 ‘$d in’Sk __ 
assessm ent of these three revised claims . 
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m audia k &wis-Eng 
Counsel to Weider N<t?itiofi In~e&i&pal~ I&. 
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